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DETAILED ACTION 

Claims 1-11, 13, 15, 18-38, 40-48 are pending. 
Claim 3-11, 13, 15, 18-38, 40-42 have been withdrawn. 
Claims 1 , 2 43-48 are currently under examination. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim 43 was inadvertently withdrawn in the Office Action of January 17, 2007. 
In this regard, Claim 43 is under examination in the present Office Action. 

35 USC §112 1 st paragraph rejection maintained 
The rejection of claim 1 for failing to comply with the written description 
requirement is maintained. 

Applicants argue that the specification discloses the p28ING5 amino acid 
sequence (SEQ ID NO: 2), as well as portions of SEQ ID NO: 2, set forth as amino 
acids 1-13 and 222-240. Second, the specification clearly discloses that variants of 
SEQ ID NO: 2 may be defined in terms of their sequence identity. The specification 
further describes that mutation, substitution, or deletion of residues within conserved 
regions, such as a p28ING5 nuclear localization signal (corresponding to residues 222- 
240 of SEQ ID NO: 2) can alter tumor suppressor activity. In addition, Figure 12 
discloses an alignment of five ING family protein sequences and identifies residues 
corresponding to consensus positions (darkened boxes). Thus, Applicants submit that 
the pending claims are sufficiently described by the specification and the scope of the 
claimed genus is not unreasonably overbroad. 

Applicants further argue that a person of ordinary skill could easily envision 
sequence variants of a p28ING5 tumor suppressor protein, based on the teachings of 
the specification and the provision of the sequence itself. 
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Applicant's arguments have been fully considered but they are not persuasive. 
Applicants have not specifically pointed out which mutations, substitutions, or deletions 
are critical for the function of the p28ING5 tumor suppressor protein as contemplated in 
the specification. Applicants have only disclosed one species out of the claimed genus 
of p28ING5 tumor suppressor proteins and have not provided sufficiently detailed 
functional language in the claims to be able to couple the function with a known or 
disclosed correlation between function and structure. One of skill in the art would 
reasonably conclude that the disclosure fails to provide a representative number of 
species to describe the genus and that Applicants were not in possession of the claimed 
genus. 

35 USC § 102(e) rejections maintained 

The rejection of claim 1 under 35 U.S.C. 102(e) as being anticipated by Azimzai 
et al is maintained. 

Applicants argue that Azimzai et al is not prior art in view of the submitted 
Declaration under 37 C.F.R. § 1.131. 

The Declaration filed on April 17, 2007 under 37 CFR 1.131 has been 
considered but is ineffective to overcome the Azimzai et al reference. Applicant swear 
behind Azimzai et al. Applicant states SEQ ID NO: 2 protein had been invented before 
the publication date of Azimzai et al. However, the product disclosed in Azimzai et al., 
and SEQ ID NO: 2 applicant invented first, are two different products. Therefore, it is 
considered applicant has not invented first. 

One of the requirements for a Declaration under 37 C.F.R. § 1.131 is that: 

The affidavit or declaration must state FACTS and produce such documentary 
evidence and exhibits in support thereof as are available to show conception and 
completion of invention in this country or in a NAFTA or WTO member country 
(MPEP § 715.07(c)), at least the conception being at a date prior to the effective 
date of the reference. 
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The evidence submitted is insufficient to establish applicant's alleged actual 
reduction to practice of the invention in this country or a NAFTA or WTO member 
country prior to the effective date of the Azimzai et al reference. 

Applicants Declaration under 37 C.F.R. § 1.131 does not specifically point out 
where the invention was made and thus the Declaration is defective. 

NEW REJECTIONS: 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 43, 45-48 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are drawn to a genus of purified p28ING5 tumor suppressor proteins 
having a sequence comprising amino acid residues 1-13 and 222-240 of SEQ ID NO: 2, 
or a sequence having one or more conservative substitutions thereof, wherein the 
sequence has at least 90%, 95% or 98% sequence identity over the entire length of 
SEQ ID NO:2. 

The specification discloses only one purified p28ING5 tumor suppressor protein, 
the protein of SEQ ID NO:2. 

The Federal Circuit addressed the application of the written description 
requirement to DNA-related inventions in University of California v. Eli Lilly and Co .. 119 
F.3d-1559, 43 USPQ2d 1398 (Fed. Cir. 1997). The court stated that "[a] written 
description of an invention involving a chemical genus, like a description of a chemical 
species, requires a precise definition, such as by structure, formula, [or] chemical name, 
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of the claimed subject matter sufficient to distinguish it from other materials." Id. At 
1567, 43 USPQ2d at 1405. The court concluded that "naming a type of material 
generally known to exist, in the absence of knowledge as to what that material consists 
of, is not a description of that material." Id. 

The Federal Circuit has recently clarified that a molecule can be adequately 
described without disclosing its complete structure. See Enzo Biochem. Inc. V. Gen- 
Probe Inc. . 296 F.3d 1316, 63 USPQ2d 1609 (Fed. Cir. 2002). The Enzo court adopted 
the standard that the written description requirement can be met by "show[ing] that an 
invention is complete by disclosure of sufficiently detailed, relevant identifying 
characteristics ....i.e., complete or partial structure, other physical and/or chemical 
properties, functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of such characteristics. 
" Id. At 1324, 63 USPQ2d at 1613 (emphasis omitted, bracketed material in original). 

Thus, the instant specification may provide an adequate written description of the 
genus of p28ING5 tumor suppressor proteins, per Lilly by structurally describing a 
representative number of p28ING5 tumor suppressor proteins that function as claimed 
or by describing structural features common to the members of the genus, which 
features constitute a substantial portion of the genus. Alternatively, per Enzo , the 
specification can show that the claimed invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics, functional characteristics when 
coupled with a known or disclosed correlation between function and structure, or some 
combination of such characteristics. 

In this case, the specification does not describe the genus of p28ING5 tumor 
suppressor proteins in a manner that satisfies either the Lilly or Enzo standards. There 
are insufficient structural features common to all members of the genus of polypeptide 
antagonists. The genus of p28ING5 tumor suppressor proteins encompasses any 
polypeptide having 85%, 90%, 95% or 98% sequence identity to SEQ ID NO:2. Even a 
genus of peptides consisting of peptides with 2% difference in sequence identity to SEQ 
ID NO:2 would describe a large number of p28ING5 tumor suppressor proteins. Thus, 
the claims encompass a multitude of p28ING5 tumor suppressor proteins, only one of 
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which is identified in the instant specification. One species of p28ING5 tumor 
suppressor protein, does not sufficiently describe the genus of p28ING5 tumor 
suppressor proteins and does not meet the standard set forth in Lilly. 

The instant specification may also provide an adequate written description of the 
genus of p28ING5 tumor suppressor proteins if the specification can show that the 
claimed invention is complete by disclosure of sufficiently detailed, relevant identifying 
characteristics, functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of such characteristics. 
The specification discloses only one species of p28ING5 tumor suppressor protein. 
Thus, the specification does not describe sufficient structural characteristics that 
correlate with the ability of the genus of p28ING5 tumor suppressor proteins to function 
as contemplated by the specification and for the reasons set forth above do not meet 
the standards set forth by Enzo. 

Thus, the specification does not provide an adequate written description of the 
genus of genus of p28ING5 tumor suppressor proteins of claims 43, 45-48 that is 
required to practice the claimed invention. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 43, 45-48 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Azimzai et al (U.S. Patent Application Publication, published Jun 15, 2006, filing date 
Aug 8, 2002, priority date Sep 7, 2001). 
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The claims are drawn to a purified p28ING5 tumor suppressor protein having a 
sequence comprising amino acid residues 1-13 and 227-240 of SEQ ID NO: 2, or a 
sequence having one or more conservative substitutions thereof, wherein the sequence 
has at least 90%, 95% or 98% sequence identity over the entire length of SEQ ID NO:2. 

Azimzai et al disclose a polypeptide having an amino acid sequence of SEQ ID 
NO: 16 that is identical except for a proline at position 170 instead of a serine. Thus, 
Azimzai et al's peptide comprises amino acid residues 1-13 and 222-240 of SEQ ID NO: 
2 , wherein the sequence has at least 98% sequence identity over the entire length of 
SEQ ID NO:2, of the instant application. 

Summary 

No claims allowed. 

Claims 2 and 44 appear to be free of the prior art as the closest prior art is 
Azimzai et al that discloses a protein identical to SEQ ID NO:2 of the present invention 
except for amino acid proline at position 170 instead of serine. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Halvorson, PhD whose telephone number is (571) 
272-6539. The examiner can normally be reached on Monday through Friday from 
8:30am to 5 pm. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Shanon Foley, can be reached at (571) 272-0898. The fax 
phone number for this Art Unit is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). 



Mark Halvorson 
Patent Examiner 
571-272-6539 
/Misook Yu/ 

Primary Examiner, Art Unit 1642 



